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" may be more flusceptihle to Syatcmic tcxio- 
d<Bes due to their larger skin surface to 
"floo PRECAUTlON&-Pe<iiainc u*e>. 
DciOwon Cream, Ointment or Lotion 
"UfiUfid and appropriate therapy instituted, 
dirmadtla with corticosteroids ia usually 
ndog failure to heal rather than noting a 
ira OB with most topical products not con- 
Such an observation should bo cor 
appropriate diagnostic patch testing, 
ikin infectionp nro present or develop, on 
1 or antibacterial agent should be 
'la response does not occur promptly, use of 
iiie cream, ointment and lotion) Cream, 
Idtion should bo discontinued until the infec- 
Adequately controlled 

fer FmJmiu: Petienta using topical corticaste- 
Halve the following information and instruc- 



n ib to be used as directed by the physician, 
J use only. Avoid contact with the eyea 
«hould not be uBsd for any diaorder other 
which it was prescribed 
'"area should not be bandaged or otherwise 
pped bo as to bt occlusive unless directed by 

'report to their physician any signs of local 

The following teste may be helpful in 
jtaDtfl for HPA uxis suppression: 

Cortisol tot 
corusol test 

mutagens la, and Impairment of fertility: 

studies have not been performed to evalu 
C potentlol or the effect on reproduction 
pnOwm Cream, Ointment, and Lotion 
$nic effects; Pregnancy category Q 
TiboflQ ebown to be teratogenic in Inborn 
administered aystemlcally u | relatively 
&>nio corticosteroids have been shown to 
r dermal application in laboratory ani- 
^ Ruction studies have not been conducted 
T Oearn, Ointment or Lotion It ia also not 
<D»t0wBn Cream, Ointment or Lotion can 
»bM administered to a pregnant woman or 
'tktion capacity, DeaOwen Cream. Oitit- 
ftbould be given to a pregnant woman only if 

Syatemically administered corticosto 
man milk and could suppross growth, in- 
irious corticosteroid production, or cause 
JCta, It is not known whether topical od- 
fionlcoataroids could reault in sufficient sys* 
10 produce detectable quantities in human 
BAny drugs are excreted in human milk, cau 
A when DwOwtn Crcnm, Ointment or 
tared to a nursing woman, 
fety end effective ucsa in pediatric patients 
'eitebllflhed. Because of a higher ratio of skin 
"y toaas, pediatric patients are at a greater 
: of HPA ana auppresaion when ihoy are 
fell cortiooateroida. They are therefore oloo 
'filucocorticoflteroid insufficiency after with 
~t and of Cushing'a ayndromo while on 
a effects including aLrlae hove been re- 
late use of topical corticoeteroida in 

'do, Dishing':) syndrome, linear growth 
weight gain and intracranial hypertcn- 
rted In children receiving topical cortices 
"'OM of odrcnal auppreasion in children 
Cortisol levels, and absence of response to 
Manifestations of Intracranial hyperten- 
; fontaneUes, hcudnch.es, and bilateral 

ttCnON9 

sfefilcftl trials, the total incidonce of adverse 
stol with the use of desonide was apprcxi- 
ft wrare: stinging and burning approxlmatoly 
gotBCt daraatiti*, condition worsened, pccl- 
Ew ( iotenafi trtuuiont erythema, and dry- 
gdllfW than 2%. 

Bffltional local adverse reactions have been 
gttttj with other topical corticoateroida, and 
Pobre frequently with the uaa of occlusive 
wy with higher potency corticosteroids 
to* lilted in an approximate dcxrroaaing or 
p: folliculitis, Qcnoiiform eruptions, hypopig- 
^1 darmatitia, aeeondory infection, akin 
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EfoOwen (desonide cream, ointment, 
fin, Ointment and lotion can be absorbed 



in sufficient amounts to produce oy»temic effects (See 
PRECAUTIONS) 

DOSAGE AND ADMINISTRATION 
DoaOwAn Crcnm, Ointment or Lotion should be npplied to 
the affecDed areas as a thin film two or three times daily de- 
pending on tho severity of the condition. SHAKE LOTION 
WELL BEFORE USING 

As with othor corticosteroida, theropy nhould be discontin- 
ued when control is achieved. If no improvement ia seen 
within 2 weeks, reassessment of diagnosis mpy bo ncccaaary. 
DesOwen Cream, Ointment and Lotion should not bo used 
with occlusive dressings. 

HOW SUPPLIED 

DeaOwen (desonide crcnm) Cream 0 05% ia supplied in tubes 
containing: 

15 g NDC 0299^6770-16 

60 g NDC 0299^5770-60 

90 g NDC 0299-5770-90 
peiOw*n (desonide ointment) Ointment 0 05% is supplied 
in tubes containing: 

15 g NDC 0299-5775-15 

60 g NDC 0299-6775-60 
De»Owen (desonide lotion) lotion 0 06% is supplied in bot- 
tles containing: 

2 (1 oz NDC 0299^765-02 

4 n o?, NDC 0299^766^)'l 
Storage Conditions: Store between 2* nnd 30*C (36* and 
8fTF). 

CAUTION: Federal law prohibits dispensing without, pre- 
scription 
Marketed by: 

Galderma Laboratories, Inc. 
Fort Worth. Texas 76133. USA 
Mfd. by; DPT Laboratories, Inc 
San Antonio. Texas 76215, USA 
GALDERMA is a registered trademark 
225025-039G Revved: March 1995 



METWOGEL® 

(metronidazole topical gol) 
0 7B% Toplcol Gel 
POR TOPICAL USE ONLY 
(NOT FOR OPHTHALMIC USE) 

) 

DESCRIPTION 

METROGEL® Topical Gel contains metronidazole. USP, at 
a concentrotion of 7.5 mg per gram (0 75%) in a gol conBist- 
fug of purified water, methyl pa raben, propylparaben, pro- 
pylono glycol, carbomer 940, tedium hydroxide, and edetato 
disodium. Metronidazole iq classified therapeutically rus on 
antiproto2oal and an ti-bnc tonal agent. Chemically, metroni- 
dazole ia named 2-msthyl^&-nitro- iff -imidazole 1-ethanol 
and has the following atructure: 
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CLINICAL PHARMACOLOGY 

Bioavailability studies on the topical administration of 1 
gram of METROGEL Topical Gel to the fnee (7.5 mg of metro- 
nidazole) of 10 rosacea patients ghowed n maximum serum ' 
concentration of 66 nanograms per milliliter in one patient 
This concentration la approximately 100 times less than 
concentrations aJTorded by n single 250 mg'oral tablet. The 
Borum metronidazole concontrationa were below tho detect- 
able limits or the ussny at the majority of time points in all 
pnttento Three of the patienta had no detectable serum con- 
centrationfl of metronidazole at any time point The mean 
doso of gel applied during clinical studies was 600 mg which 
ropresenta <LB mg of metronidazole per application. There- 
fore, under normal usage levels, the formulation affords 
minimal serum Concentrations of metronidazole The mecha- 
nisms by which METROGEL (metrpjpiieMle topical gel) 
Topical Gel nets in the treatment of^orac^are unknown, 
hut appear to include an aj^ti-innnmmnTcTry^ffcct. 
INDICATIONS AND USAGE 

METROGEL Topical Gel ia indicated for topical appheation 
in the treatment of inflammatory pnpuloB and pustules of 
rosacea. 

CONTRAINDICATIONS 

METROGEL Topical Gel is contmindicated in individuals 
with a history of hypereenoitivity to metronidazole, para- 
bens, or other ingredients of the formulation. 
PRECAUTIONS 

Gonerah METROGEL Topical Gel has been reported to 
cause tearing of the eyes. Therefore, contact with tho eyes 
should be avoided. If n reaction suggesting local irritation 



occurn, patients should be directed to use tho medication leaa 
frequently or discontinue uae. Metronidazole is a ni- 
troimidazole and should be used with care in patients with 
evidence of. or history ot blood dyacrasia. 
Information for patients: This medication is to he used os 
directed by the physician. It is for external use only. Avoid 
contact with the eyes. 

Drug Interactions: Oral metronidazole has been reported to 
potentiate the anticoagulant of feet of coumarin and warfa- 
rin resulting In a prolongation of prothrombin clme The 
effect of topical metronidazole on prothrombin time ia not 
known. 

CarclncigeneftlA, mutogenejb. Impairment of fertility: Met- 
ronidazole hc« ^hown evidence of carcinogenic activity in a 
number of studies involving chronic, oral administration in 
mice and rats but not in atudiea involving hamatora. 
Metronidazole has shown evidence of mutagenic activity in 
several in vitro bacterial eAStty oyctcms. In addition, a dose- 
response increase in the frequency of micronuclci wns ob- 
served in mice after intraperitoneal injections and an in- 
crease in chromosome oborrationB have been reported in 
patienta with Crohn's disease who were treated with 
200-1200 mg/doy of metronidazole for 1 to 24 months. How- 
cvor, no excess chromoaomal aberrations in circulating hu^ 
man lymphocytes have been observed in patients treated for 
B months 

Pregnancy: Teratogenic effects; I^rvgnancy category- B: 
There has been no experience to date with the use of 
METROGEL (metronidazole topical gel) Topical Gel in preg- 
nant patient^ Metronidazole crosses the placental barrier 
and enter* the fetal circulation rapidly No fetotoxicity was 
observed after oral metronidazole in rata or mice However, 
because animal reproduction atudieo arc not always predic- 
tive of human response and since oral metronidazole has 
been ahown to be a carcinogen in some rodents, thla drug 
should be used during pregnancy only if clearly needed. 
Nurstng mothers: Alter oral adminiptrotion, metronidazole 
ia secreted in brcnat milk in concentrations similar to those 
found in tho plasma. Even though METROGEL Topical Gel 
blood levels are significantly lower than those achieved after 
oral metronidazole, a decision should be made whether to 
discontinue nursing Or to discontinue the drug, taking into 
account the importance of the drug to the mother. 
Pediatric u?ui: Safety and effectiveness in pediatric patienta 
have not been established. 

ADVERSE REACTIONS 

The following adverse experiences have been reported with 
the topical uac of metronidazole: burning, skin irritation, 
dryness, transient redness, metallic taste, tingling or numl* 
neas of cxtromitiea and nauseo 

DOSAGE AND ADMINISTRATION 

Apply and rub in a thin film of METROGEL Topical Gel 
twice daily, morning and evening, to entire affected area* 
after washing 

Areaa to be treated Should be cleansed before application of 
METROGEL (metronidazole topical gel) Topical Gel, Pa 
tienta may u&c Cosmetics after application of METROGEL 
TopIeAl Gel. 

HOW SUPPLIED 

METROGEL (metronidazole topical gel) Topical Ge! w sup- 
plied In a 1 oz. (28.4 g) aluminum luho— NDC 02&9-3S35-2fl 
and a 46 e alumiaum tube— NOC 0299-3835-40 

™?S™?Z?!?} an<t STORK AT CONTROLLED ROOM 

TEMPERATURE! lfi' co J(TC (69* to 86*F). 

Coutlon: Foderal law prohibits dlapenilnrj without 

prescription. } 

GALDERMA 

Tflarketed by; 

GALDERMA Laboratories, Inc ., Fort Worth, Texas 761A3 
USA 

Menu fectu red by: DPT Laboratories, Inc. 
Sao Antonio. Texas 78215 USA 
GALDERMA ia a registered trademark. 
225032.0685 
Revised: June 1995 



IDENTIFICATION PROBLEM? 
Turn to the Product Identification Guide, 
where you'll find more than 
1600 products pictured In actuul 
size and in full color. 
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